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DETAILED ACTION 

Response to Amendment 

1 . The applicant is advised that future amendments to the claims must contain a statement 
at the top of the first page stating that that amendment replaces all previous amendments to the 
claims. The examiner has examined on the merits herein the set of claims that she believes to 
be the most recent. 

Priority 

2. Receipt is acknowledged of papers submitted under 35 U.S.C. 1 19(a)-(d), which papers 
have been placed of record in the file. 

Information Disclosure Statements 

3. The information disclosure statements (IDS) submitted on June 22, 2006 and July 8, 
2010 are in compliance with the provisions of 37 CFR 1 .97. Accordingly, the information 
disclosure statements are being considered by the examiner. 

Claim Objections 

4. Claim 35 is objected to because of the following informalities: the phrase " n remarkably 
efficient" appearing at the end of claim 35 appears to be a typographical error that is not 
intended to be part of the claim language. Appropriate correction is required. 
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Claim Rejections - 35 USC § 112 

5. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and 
distinctly claiming the subject matter which the applicant regards as his invention. 

6. Claims 4, 5, 11, 18, 19, 24, 25, 30, 31, 34 and 35 are rejected under 35 U.S.C. 112, 
second paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. A broad range or limitation together 
with a narrow range or limitation that falls within the broad range or limitation (in the same claim) 
is considered indefinite, since the resulting claim does not clearly set forth the metes and 
bounds of the patent protection desired. See MPEP § 2173.05(c). Note the explanation given 
by the Board of Patent Appeals and Interferences in Ex parte Wu, 10 USPQ2d 2031, 2033 (Bd. 
Pat. App. & Inter. 1989), as to where broad language is followed by "such as" and then narrow 
language. The Board stated that this can render a claim indefinite by raising a question or 
doubt as to whether the feature introduced by such language is (a) merely exemplary of the 
remainder of the claim, and therefore not required, or (b) a required feature of the claims. Note 
also, for example, the decisions of Ex parte Steigewald, 131 USPQ 74 (Bd. App. 1961); Ex 
parte Hall, 83 USPQ 38 (Bd. App. 1948); and Ex parte Hasche, 86 USPQ 481 (Bd. App. 1949). 
In the present instance, claims 4, 5, 11, 18, 19, 24, 25, 30, 31, 34 and 35 all recite a broad 
recitation, e.g. "exceeding 700 mOsm/dm 3 ", and then also recite, e.g. "preferably exceeding 800 
mOsm/dm 3 " which is the narrower statement of the range/limitation. 
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Claim Rejections - 35 USC §102 

7. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign 
country or in public use or on sale in this country, more than one year prior to the date of 
application for patent in the United States. 

8. Claims 17 and 33 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Johansson et al (EP 21 7771 A1 ). 

With respect to claim 17: Johansson discloses a wetting fluid for activation of a hydrophilic 
surface layer in order to produce a low-friction surface character of said hydrophilic surface 
layer by treatment by said the wetting fluid, characterized in that the wetting fluid comprises at 
least one dissolved osmolality- increasing compound, namely 2 % w/v sodium chloride (NaCI) 
wherein the total concentration of the osmolality-increasing compound is 600 mOsm/dm 3 , which 
exceeds 600 mOsm/dm 3 . (771, Abstract) 

With respect to claim 33: Johansson discloses use of a wetting fluid solution containing 2% w/v 
sodium chloride for activation of a catheter having on its surface, on at least an insertable part 
thereof, a hydrophilic surface layer providing low-friction surface character of the catheter by 
treatment with said wetting fluid, characterized in that the wetting fluid comprises at least one 
dissolved osmolality-increasing compound, wherein the total concentration of the dissolved 
osmolality-increasing compounds is 680 mOsm/dm 3 , i.e. it exceeds 600 mOsm/dm3. 
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Claim Rejections - 35 USC § 103 

9. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or 
described as set forth in section 1 02 of this title, if the differences between the subject 
matter sought to be patented and the prior art are such that the subject matter as a 
whole would have been obvious at the time the invention was made to a person having 
ordinary skill in the art to which said subject matter pertains. Patentability shall not be 
negatived by the manner in which the invention was made. 

10. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

1 1 . This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

12. Claims 1, 3, 4-6, 16, 18-20, 24-26, 30, 31, 34 and 35 are rejected under 35 U.S.C. 
103(a) as being unpatentable over Israelsson (WO 97/26937 A1) in view of Bongard (see 
attached PTO-892 form for full citation). 
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With respect to claim 1 : Israelsson discloses a catheter assembly comprising a wetting fluid in 
sachet 6 (Page 10, lines 15-19); a catheter 3 having on its surface, on at least an insertable part 
thereof, a hydrophilic surface layer ('937, Page 6, lines 28-31, Page 10, lines 1-20); and a 
receptacle in the form of a receptacle 1 enclosing at least the insertable part of the catheter 
(Abstract). With regard to the limitation "providing low-friction surface character of the catheter 
by treatment with said wetting fluid", such a limitation constitutes functional language that is 
given little patentable weight herein. As Israelsson discloses a catheter with a hydrophilic 
surface layer and a wetting fluid that contacts said layer, a low-friction surface character of the 
catheter by treatment with said wetting fluid is necessarily provided. The wetting fluid comprises 
saline, which by its nature contains a dissolved osmolality-increasing compound such as sodium 
or potassium chloride. However Israelsson does not explicitly disclose that the total 
concentration of the dissolved osmolality-increasing compound(s) exceeds 600 mOsm/dm 3 . 
Bongard discloses a hypertonic saline solution for replacing sodium lost from urine comprising a 
3% NaCI solution with a total concentration of osmolality-increasing compound of 1,026 
mOsm/L (=1,026 mOsm/dm 3 ).lt is the examiner's position that since the solution is intended for 
contact with urine (as the wetting fluid layer on the outside of the catheter of Israelsson is) and 
is a saline solution (also disclosed by Israelsson as a solution for the wetting fluid), the 
hypertonic saline solution disclosed by Bongard is fully functional as a wetting fluid in the device 
of Israelsson. Bongard teaches that this solution is also effective to treat hyponatremia in a 
patient, which can be both detected and treated in a patient's urine. Therefore, it would be 
obvious to one of ordinary skill in the art to modify the device of Israelsson such that the wetting 
fluid saline solution is a hypertonic saline as disclosed by Bongard to lubricate as well as treat 
any sodium deficiency in the urine that could cause adverse health effects. The device of 
Israelsson as modified by Bongard thus discloses a wetting fluid having a dissolved osmolality- 
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increasing compound (NaCI) at a total concentration exceeding 600 mOsm/dm 3 when the fluid is 
separate from at least the insertable part of the catheter. 

With respect to claim 3: The assembly disclosed by Israelsson presents a storage state in 
which the wetting fluid is kept separated in sachet 6 from the hydrophilic surface layer of the 
catheter, and an activation state in which the wetting fluid is released form the sachet and 
brought into contact with said hydrophilic surface layer before an intended use of the catheter. 
('937, Abstract) 

With respect to claims 4, 18, 24, 30 and 34: Israelsson does not explicitly disclose that the total 
concentration of the dissolved osmolality-increasing compound(s) exceeds 600 mOsm/dm 3 . 
Bongard discloses a hypertonic saline solution for replacing sodium lost from urine comprising a 
3% NaCI solution with a total concentration of osmolality-increasing compound of 1,026 
mOsm/L (=1,026 mOsm/dm 3 ), which meets the narrower limitation of claims 4, 18, 24, 30 and 
34, i.e. "preferably exceeds 800 mOsm/dm 3 . The motivation to modify the Israelsson assembly 
such that the saline wetting fluid is the hypertonic saline solution disclosed by Bongard is stated 
supra with respect to claim 1 . 

With respect to claims 6, 20 and 26: Israelsson does not explicitly disclose that the total 
concentration of the dissolved osmolality-increasing compound(s) exceeds 600 mOsm/dm 3 . 
Bongard discloses a hypertonic saline solution for replacing sodium lost from urine comprising a 
3% NaCI solution with a total concentration of osmolality-increasing compound of 1,026 
mOsm/L (=1,026 mOsm/dm 3 ), which meets the limitation of claims 4, 18, 24, 30 and 34, i.e. 
"less than 1,500 mOsm/dm 3 ), . The motivation to modify the Israelsson assembly such that the 
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saline wetting fluid is the hypertonic saline solution disclosed by Bongard is stated supra with 
respect to claim 1. 

With respect to claims 5,19,25,31,35: The device of Israelsson as modified by Bongard has a 
wetting fluid having a dissolved osmolality-increasing compound (NaCI) at a total concentration 
of 1,026 mOsm/dm 3 when the fluid is separate from at least the insertable part of the catheter, 
which is not in the range of 850-950 mOsm/dm 3 However applicant has not established any 
criticality for this particular range. The osmolality increasing compound concentration is a result- 
effective variable in that it dictates the rate and direction of diffusion of the compound. Thus this 
range is considered herein to be an optimization of a result-effective variable. Since hypertonic 
saline is any saline solution with NaCI concentration greater than 0.9%, and a 0.9% NaCI 
concentration corresponds to an osmolality substantially equal to urine, any hypertonic saline 
solution having an NaCI concentration lower than the 3% disclosed by Bongard but greater than 
0.9% would still be hypertonic and thus effective to treat hyponatremia and lubricate the 
catheter. One of ordinary skill in the art could reasonably expect that there are hypertonic saline 
solutions with an NaCI concentration in this range of greater than 0.9% - 3% that also have a 
total concentration of osmolality-increasing compound within the claimed range, rendering 
claims 5, 19, 25, 31 and 35 unpatentable. 

With respect to claim 16: The catheter assembly disclosed by Israelsson '937 meeting all of the 
structural limitations of claim 1 and further comprises a separate wetting fluid container, sachet 
6, which encloses said wetting fluid and which forms part of said catheter assembly. (Fig. 1, 
Page 10, lines 15-20) 
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13. Claims 1, 2, 7-15, 21-23, 27-29 and 32 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Israelsson (WO 00/47494 A1) in view of Bongard. 

With respect to claim 1 : Israelsson discloses a catheter assembly comprising the following: a 
catheter 7 having on its surface, on at least an insertable part thereof, a hydrophilic surface 
layer providing low-friction surface character of the catheter by treatment with a wetting fluid 9, 
i.e. water (Abstract, Page 10, lines 3-7); and a receptacle 5 enclosing at least the insertable part 
of the catheter (Fig. 1 , Page 1 0, lines 2-7). Israelsson discloses that the catheter is a catheter 
according to EP 217771 A1 to Johansson. This is interpreted herein as an incorporation by 
reference of the teachings of the Johansson reference. Johansson discloses a catheter having a 
hydrophilic surface layer that is treated with a 2% w/v saline solution (NaCI) comprises at least 
one dissolved osmolality-increasing compound, sodium chloride (NaCI), wherein the total 
concentration of the dissolved osmolality-increasing compound based on Johansson's 
disclosure of 2% w/v NaCI. That is there are (2 g NaCI/100 ml water)*( 1/58.44 g/mol), or 0.34 
mol/L NaCI. From this, there are 0.68 mOsm/L, since NaCI has two ions per molecule affecting 
osmotic pressure. Thus the concentration of the osmolality-increasing compound is 0.680 
mOsm/dm 3 , which does not fall within the claimed range. Bongard discloses a hypertonic saline 
solution for replacing sodium lost from urine comprising a 3% NaCI solution with a total 
concentration of osmolality-increasing compound of 1,026 mOsm/L (=1,026 mOsm/dm 3 ).lt is the 
examiner's position that since the solution is intended for contact with urine (as the wetting fluid 
layer on the outside of the catheter of Israelsson is) and is a saline solution (also disclosed by 
Israelsson as a solution for the wetting fluid), the hypertonic saline solution disclosed by 
Bongard is fully functional as a wetting fluid in the device of Israelsson. Bongard teaches that 
this solution is also effective to treat hyponatremia in a patient, which can be both detected and 
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treated in a patient's urine. Therefore, it would be obvious to one of ordinary skill in the art to 
modify the device of Israelsson such that the wetting fluid saline solution is instead a hypertonic 
saline as disclosed by Bongard to lubricate as well as treat any sodium deficiency in the urine 
that could cause adverse health effects. The device of Israelsson as modified by Bongard thus 
discloses a wetting fluid having a dissolved osmolality-increasing compound (NaCI) at a total 
concentration exceeding 600 mOsm/dm 3 when the fluid is separate from at 
least the insertable part of the catheter. 

With respect to claim 2: The wetting fluid disclosed by Israelsson by reference to Johansson is 
arranged in wetting contact with the hydrophilic surface layer of the catheter in cavity 5 for 
preservation of the hydrophilic surface layer in a wetted state during accommodation in said 
receptacle and provision of a ready-to-use catheter assembly. (Page 10, lines 2-7; 771 , Page 3, 
lines 14-18) 

With respect to claim 7: Israelsson discloses by reference to Johansson that said osmolality- 
increasing compounds is/are selected from the group consisting of urea, amino acids, mono and 
disaccharides, sugar alcohols, and non-toxic organic and inorganic salts or acids, polypeptides 
and mixtures thereof. (771, Abstract) 

With respect to claim 8: Israelsson discloses by reference to Johansson that said osmolality- 
increasing compound is sodium chloride. (771, Abstract) 

With respect to claim 9: Israelsson discloses by reference to Johansson that the osmolaltiy 
increasing compound, and thus the wetting fluid, when the compound comes in contact with the 
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water in cavity 5, further comprises a polymer. (771 .Abstract) 

With respect to claim 10: The polymer disclosed by Israelsson by reference to Johansson is a 
hydrophilic polymer, and preferably the same type of hydrophilic polymer as in the hydrophilic 
coating of the catheter. (771, Page 2, lines 46, 47) 

With respect to claim 11: The amount of polymer disclosed by Israelsson by reference to 
Johansson, PVP, is present in a wetting fluid in an amount of 5% w/v. Since the solvent is water 
(density=100 g/100 ml_), the PVP is present in an amount of 5 g PVP/100 g water, which falls 
within the claimed range of 0-20% of weight, and most preferably in the range 5-15%, and 
typically about 10%. 

With respect to claim 12: The wetting fluid 9 disclosed by Israelsson by reference to Johansson 
having the osmolality-increasing compound therein is a sterile aqueous solution, i.e. it is a 
water-based liquid. 

With respect to claim 13: The catheter 7 disclosed by Israelsson is a urinary catheter. With 
regard to the limitation "intended for intermittent use", a recitation of the intended use of the 
claimed invention must result in a structural difference between the claimed invention and the 
prior art in order to patentably distinguish the claimed invention from the prior art. If the prior art 
structure is capable of performing the intended use, then it meets the claim. Thus since 
Israelsson meets the limitation of a urinary catheter and no additional structure is claimed, the 
catheter of Israelsson meets this limitation regarding intended use as well. 
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With respect to claim 14: The wetting receptacle 5 disclosed by Israelsson encloses the entire 
catheter. (Fig. 1) 

With respect to claim 15: The receptacle 5 is formed by sealing packaging material layers 
around the catheter, forming a cavity where the wetting fluid will later be housed, thus the 
receptacle necessarily entirely encloses said wetting fluid. (Page 9, line 34 - Page 10, line 7) 

With respect to claim 21: Israelsson discloses by reference to Johansson that said osmolality- 
increasing compounds is/are selected from the group consisting of urea, amino acids, mono and 
disaccharides, sugar alcohols, and non-toxic organic and inorganic salts or acids, polypeptides 
and mixtures thereof. (771, Abstract) 

With respect to claim 22: The wetting fluid 9 disclosed by Israelsson by reference to Johansson 
having the osmolality-increasing compound therein is a sterile aqueous solution, i.e. it is a 
water-based liquid. 

With respect to claim 23: Israelsson discloses a method for producing a catheter assembly, 
comprising: providing a receptacle, cavity 5 (Page 10, lines 2-7); providing a hydrophilic catheter 
7 (Abstract); providing a fluid 9 that interacts with the catheter hydrophilic coating to comprise 
an osmolality-increasing compound meeting the limitation of a wetting fluid (taught by reference 
to Johansson 771); arranging at least an insertable part of the catheter in the receptacle 5 (Fig. 
1) and arranging said wetting fluid by placing the fluid in receptacle 5 as a part of said catheter 
assembly; said wetting fluid, upon contact with the hydrophilic coating of the catheter 7, 
comprising at least one dissolved osmolality-increasing compound, i.e. sodium chloride. The 
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concentration of the osmolality-increasing compound in the Johansson solution is 0.680 
mOsm/dm 3 , which does not fall within the claimed range. Bongard discloses a hypertonic saline 
solution for replacing sodium lost from urine comprising a 3% NaCI solution with a total 
concentration of osmolality-increasing compound of 1,026 mOsm/L (=1,026 mOsm/dm 3 ).lt is the 
examiner's position that since the solution is intended for contact with urine (as the wetting fluid 
layer on the outside of the catheter of Israelsson is) and is a saline solution (also disclosed by 
Israelsson as a solution for the wetting fluid), the hypertonic saline solution disclosed by 
Bongard is fully functional as a wetting fluid in the device of Israelsson. Bongard teaches that 
this solution is also effective to treat hyponatremia in a patient, which can be both detected and 
treated in a patient's urine. Therefore, it would be obvious to one of ordinary skill in the art to 
modify the device of Israelsson such that the wetting fluid saline solution is instead a hypertonic 
saline as disclosed by Bongard to lubricate as well as treat any sodium deficiency in the urine 
that could cause adverse health effects. The device of Israelsson as modified by Bongard thus 
discloses a wetting fluid having a dissolved osmolality-increasing compound (NaCI) at a total 
concentration exceeding 600 mOsm/dm 3 when the fluid is separate from at least the insertable 
part of the catheter. 

With respect to claim 27: Israelsson discloses by reference to Johansson that said osmolality- 
increasing compounds is/are selected from the group consisting of urea, amino acids, mono and 
disaccharides, sugar alcohols, and non-toxic organic and inorganic salts or acids, polypeptides 
and mixtures thereof. (771, Abstract) 
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With respect to claim 28: The wetting fluid 9 disclosed by Israelsson by reference to Johansson 
having the osmolality-increasing compound therein is a sterile aqueous solution, i.e. it is a 
water-based liquid. 

With respect to claim 29: Israelsson discloses, by reference to Johansson, a catheter 7 having 
on its surface, on at least an insertable part thereof, a hydrophilic surface layer for producing a 
low-friction surface character of the catheter by treatment with a wetting fluid, characterized in 
that the hydrophilic coating when wetted in preparation for an intended use incorporates at least 
one osmolality-increasing compound, namely sodium chloride. The concentration of the 
osmolality-increasing compound in the Johansson solution is 0.680 mOsm/dm 3 , which does not 
fall within the claimed range. Bongard discloses a hypertonic saline solution for replacing 
sodium lost from urine comprising a 3% NaCI solution with a total concentration of osmolality- 
increasing compound of 1,026 mOsm/L (=1,026 mOsm/dm 3 ).lt is the examiner's position that 
since the solution is intended for contact with urine (as the wetting fluid layer on the outside of 
the catheter of Israelsson is) and is a saline solution (also disclosed by Israelsson as a solution 
for the wetting fluid), the hypertonic saline solution disclosed by Bongard is fully functional as a 
wetting fluid in the device of Israelsson. Bongard teaches that this solution is also effective to 
treat hyponatremia in a patient, which can be both detected and treated in a patient's urine. 
Therefore, it would be obvious to one of ordinary skill in the art to modify the device of 
Israelsson such that the wetting fluid saline solution is instead a hypertonic saline as disclosed 
by Bongard to lubricate as well as treat any sodium deficiency in the urine that could cause 
adverse health effects. The device of Israelsson as modified by Bongard thus discloses a 
wetting fluid having a dissolved osmolality-increasing compound (NaCI) at a total concentration 
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exceeding 600 mOsm/dm 3 when the fluid is separate from at least the insertable part of the 
catheter. 

With respect to claim 32: The catheter 7 disclosed by Israelsson is a urinary catheter. With 
regard to the limitation "intended for intermittent use", a recitation of the intended use of the 
claimed invention must result in a structural difference between the claimed invention and the 
prior art in order to patentably distinguish the claimed invention from the prior art. If the prior art 
structure is capable of performing the intended use, then it meets the claim. Thus since 
Israelsson meets the limitation of a urinary catheter and no additional structure is claimed, the 
catheter of Israelsson meets this limitation regarding intended use as well. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to MELANIE J. HAND whose telephone number is (571)272-6464. The 
examiner can normally be reached on Mon-Thurs 8:00-5:30, alternate Fridays 8:00-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tatyana Zalukaeva can be reached on 571-272-1 1 15. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you 
would like assistance from a USPTO Customer Service Representative or access to the 
automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Melanie J Hand/ 

Primary Examiner, Art Unit 3761 



